
Get to Know ClinicalTrials.gov 
 
 
September 2015 
 
Rebecca J. Williams, Pharm.D., MPH 
Assistant Director, ClinicalTrials.gov 
National Library of Medicine 
 

 

 

http://ClinicalTrials.gov 



2 

 
Mission 

The Office of Minority Health aims to promote and protect the health of 
diverse populations through research and communication of regulatory 
science that addresses health disparities. 

  

ü Goal 1- To improve and strengthen regulatory science informing the research and  
evaluation of sub-population data associations with race and ethnicity. 
 

ü Goal 2- To strengthen FDA capacity to address minority health and health disparities 
across the Agency  
 

ü Goal 3- To promote effective communication and the dissemination of information to 
the public, particularly underserved, vulnerable populations. 
 

 
March 2010 Affordable Care Act- Section 10334 mandated 

creation of OMH across all HHS divisions 

Collaboration with the  

FDA Office of Minority Health 
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Importance and Commitment to Diversity 
in Clinical Trials at FDA 

ά²ƘŜƴ a more diverse population participates in clinical trials, 
we increase the potential to know more about the extent to 
which different subgroupsτmales and females, young and old, 
people of various racial and ethnic backgrounds, and patients 
with differing comorbid diseases and conditionsτmight respond 
to a medical product. And when subgroup data are analyzed, we 
have available more information about the product that can be 
communicated to the public. The result is greater assurance in 
the safety and effectiveness of the medical products used by a 
ŘƛǾŜǊǎŜ ǇƻǇǳƭŀǘƛƻƴΦέ  

 
Former FDA Commissioner Margaret Hamburg,  August 2014 

 



Outline for Presentation 

ÅClinicalTrials.gov Overview and Definitions 

ÅClinicalTrials.gov Content and Process 

ÅMethods for Finding Trials 

ÅClinicalTrials.gov Results Database 
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About ClinicalTrials.gov 
(as of September 2015) 

ÅClinical studies registry and results database 
ïOver 199,000 studies (trials & observational studies) 

ïStudies with locations in all 50 states and 190 countries 

ïPrivately and publicly funded studies involving humans 

ïStudy information submitted by sponsors 

ÅWeb Site & registry launched in February 2000 
ïResults database, in September 2008 

ïOver 18,000 studies with results 

ÅDatabase updated nightly 

ÅUsage 
ï179 million page views per month 

ï61,000 visitors per day 
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Why Conduct Clinical Trials? 

ÅTo obtain new and generalizable knowledge 

ÅTo provide evidence about treatments 
(benefits and risks) to inform medical decision 
making 
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What is a Clinical Trial? 

ÅA study that involves human participants to answer a 
specific research question about their health 
ÅA protocol or research plan describes what will happen 

in the study (study visits, lab tests, etc.)  
ÅParticipants receive an intervention such as a drug (or 

placebo)  
ïThe protocol determines what a participant receives 
ïWhen more than one intervention is being tested, the 

participant does not typically get to choose; assignment is 
random 

ÅParticipants are followed carefully for a period of time 
and evaluated for changes in health outcomes 
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A 

Clinical Trial 
Intervention Protocol 



Example: Clinical Trial 

ÅEffectiveness of Arginine as a Treatment 
for Sickle Cell Anemia (NCT00513617) 
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https://clinicaltrials.gov/ct2/show/NCT00513617


Clinical Trial Example 
Adapted from NCT00513617 

Arms Assigned Interventions 

Active Comparator 
Low Dose 0.05 g/kg/day Arginine 

Drug: Arginine 
Depending on the weight of the child or adult, the patients took 
any where between 4-10 capsules 2 times a day. Patients weighing 
less than 45 kilograms were on the low dose active (or placebo) so 
the capsules were smaller. Patients greater than or equal to 45 kgs 
were on the high dose active or placebo, so these capsules were 
larger. 

Active Comparator 
High Dose 0.10 g/kg/day Arginine 
 

Drug: Arginine 
Depending on the weight of the child or adult, the patients took 
any where between 4-10 capsules 2 times a day. Patients weighing 
less than 45 kilograms were on the low dose active (or placebo) so 
the capsules were smaller. Patients greater than or equal to 45 kgs 
were on the high dose active or placebo, so these capsules were 
larger. 

Placebo Comparator 
Placebo (no Arginine) 

Drug: Placebo 
Depending on the weight of the child or adult, the patients took 
any where between 4-10 capsules 2 times a day. Patients weighing 
less than 45 kilograms were on the low dose active (or placebo) so 
the capsules were smaller. Patients greater than or equal to 45 kgs 
were on the high dose active or placebo, so these capsules were 
larger. 
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Clinical Trials Vary in Purpose 

ÅWide variety of populations 
ïHealthy volunteers 

ïPeople with the condition in various stages of disease 
and/or treatment (early Ą late) 

ÅWide range of goals 
ïAssess level of toxicity, find appropriate dose, evaluate 

drug interactions 

ïStudy the disease process  

ïEvaluate if an intervention can prevent or treat disease 

ïCompare known treatments to each other 
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Other Types of Research 

ÅObservational studies 

ïA study that uses a protocol or research plan to 
evaluate a specific research question in human 
participants  

ïtŀǊǘƛŎƛǇŀƴǘǎ ǊŜŎŜƛǾŜ άusual medical careέ όǘƘŜƛǊ 
treatment is not determined by the protocol) 

ïtŀǊǘƛŎƛǇŀƴǘǎ ŀǊŜ άƻōǎŜǊǾŜŘέ ƻǾŜǊ ǘƛƳŜ ŀƴŘ ƘŜŀƭǘƘ 
outcomes assessed 
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Example: Observational Study 

ÅSecondary Pulmonary Hypertension in Adults 
With Sickle Cell Anemia (NCT00011648) 
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https://clinicaltrials.gov/ct2/show/NCT00011648?term=sickle+cell&recr=Open&spons="National+Institutes+of+Health+Clinical+Center+(CC)"&spons_ex=Y&rank=4


Observational Study Example 
Adapted from NCT00011648 
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ÅMen and women 18 years of age and older 
with sickle cell anemia 
ïInitial assessment (medical history, physical exam, 

blood collection, echocardiogram) 

ÅA study nurse will contact participants two 
times a month for 2 months, then once every 
3 months for 3 years 
ïTelephone interview with questions about health 

and health-related events (hospitalizations or 
emergency room visits) 



ClinicalTrials.gov Content and 

Process 



Why Register a Study and Submit 
Results on ClinicalTrials.gov? 

ÅEthical and Scientific Rationale 
ïResponsibility to research participants, patients, 

and the public 

ïResearch integrity 

ïEvidence-based medicine 

 

ÅRequired by various policies and laws 
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Key U.S. Policies and Laws 

ÅJournal editors require registration of clinical trials (2005) 
 
ÅU.S. Federal Laws 
ïFDAMA 113 (1997):  registration of clinical trials of investigational 

drugs for serious and life-threatening conditions 
ïFDAAA 801 (2007):  registration & results for clinical trials of drugs 

and devices (early/Phase 1 trials excluded) 
ÅwŜǎǳƭǘǎ ǊŜǇƻǊǘƛƴƎ ƻƴƭȅ ǊŜǉǳƛǊŜŘ ŦƻǊ ǘǊƛŀƭǎ ƻŦ άŀǇǇǊƻǾŜŘέ ǇǊƻŘǳŎǘǎ όōǳǘ 

proposed to expand to include unapproved) 
 

ÅNIH encourages registration & results for all NIH-funded 
clinical trials 
ïProposal issued by NIH in Nov 2014 to make this a requirement 
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FDAMA 113 = Section 113 of the Food and Drug Administration Modernization Act of 1997; FDAAA 801 = Section 801 of the Food 
and Drug Administration Amendments Act of 2007  
Complete information at ClinicalTrials.gov History, Policies, and Laws:  https:// clinicaltrials.gov/ct2/about-site/history  
 

https://clinicaltrials.gov/ct2/about-site/history
https://clinicaltrials.gov/ct2/about-site/history
https://clinicaltrials.gov/ct2/about-site/history
https://clinicaltrials.gov/ct2/about-site/history
https://clinicaltrials.gov/ct2/about-site/history
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ClinicalTrials.gov Content  
(as of September 24, 2015) 

20 

Ϟ Includes 321 Expanded Access study records and 587 applicable device clinical trials that submitted a 
άŘŜƭŀȅŜŘ ǇƻǎǘƛƴƎέ ǳƴŘŜǊ C5!!! 

*  Intervention types not additive; study record may include more than one type of intervention 

Registration Results 

Total 199,165Ϟ 18,463 

Type of Trial 

     Observational 37,760 (18%) 1,163 (6%) 

     Interventional*  160,497 (80%) 17,300 (93%) 

     - Drug or Biologic 101,366 14,116 

     - Behavioral, Other 44,302 2,680 

     - Surgical Procedure 17,371 890 

     - Device 17,044 1,868 



ClinicalTrials.gov Content  
(as of September 24, 2015) 
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Registration Results 

Total 199,165 18,463 

Funder TypeϞ 

     Universities, foundations 97,426 3,399 

     Industry 74,748 12,523 

     U.S. NIH 24,482 2,241 

     U.S. Federal Gov.t 4,640 589 

Location 

     Non-U.S. Only 91,039 (46%) -- 

     U.S. Only 76,066 (38%) -- 

     Not specified 20,360 (10%) -- 

     Both U.S. and Non-U.S. 11,700 (6%) -- 
Ϟ  Funder types not additive; study record may include more than one type of funder 



Content of a Study Record  
(One Record per Unique Study Protocol ς Single NCT Number) 

ÅProtocol section 

ïSubmitted at trial start; 
updated throughout trial 
lifecycle 

ïSummarizes information 
from trial protocol: e.g.,  

ïCondition 

ïInterventions 

ïStudy Design 

ïIncludes recruitment 
information (e.g., 
eligibility, locations) 

ÅResults section 
ïSubmitted after trial 

completion/termination 

ïSummarizes trial results 

ïParticipant flow 

ïBaseline 
characteristics 

ïOutcome measures 
(including statistical 
analyses) 

ïAdverse events 
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Example: Observational Study 

ÅSecondary Pulmonary Hypertension in Adults 
With Sickle Cell Anemia (NCT00011648) 
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Sponsor  & 
Funders 

Recruitment 
Status 

NCT Number 
 

Dates 

Study Title 

Highlights 

https://clinicaltrials.gov/ct2/show/NCT00011648?term=sickle+cell&recr=Open&spons="National+Institutes+of+Health+Clinical+Center+(CC)"&spons_ex=Y&rank=4


24 

Study Type:  Observational                       ClinicalTrials.gov Identifier:  NCT00011648 
Estimated Enrollment:  1200 
Study Start Date:  February 2001 
hǳǘŎƻƳŜ aŜŀǎǳǊŜǎΥ  tǊŜǾŀƭŜƴŎŜ ƻŦ ǎŜŎƻƴŘŀǊȅ ǇǳƭƳƻƴŀǊȅ ƘȅǇŜǊǘŜƴǎƛƻƴ Χ 

Secondary Pulmonary Hypertension in Adults With Sickle Cell Anemia 

Who can 
Participate 

Who to 
Contact 

Study 
Design 

Highlights 



ClinicalTrials.gov Process Overview 

Å Information submitted to ClinicalTrials.gov by Responsible 
Party of study (Sponsor or Principal Investigator) 

ÅA record represents a single trial, even if more than 1 location 

ÅBasic review criteria must be met before public posting 
ïAutomated rules then manual review by ClinicalTrials.gov staff 

ÅEach record is: 
ïAssigned a unique identifier (NCT Number) 

ïExpected to be corrected/updated throughout life cycle 

ïAll changes tracked in public Archive site 

ÅWe add links to other useful resources about the condition 
evaluated or product studied (examples:  Medline Plus; 
Genetics Home Reference; PubMed) 
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Review by ClinicalTrials.gov 

ÅEvaluate whether study information is complete 
and generally understandable 
ïInternal consistency and logic; complete and 

meaningful entries; formatting 

ÅPosting of a study on ClinicalTrials.gov does not 
mean that it is endorsed by the National 
Institutes of Health (NIH) 

ÅChoosing to participate in a study is an important 
personal decision. Talk with your doctor and 
family/friends about deciding to join a study. 
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²Ƙƻ ά!ǇǇǊƻǾŜǎέ ŀ /ƭƛƴƛŎŀƭ ¢ǊƛŀƭΚ 

ÅClinical trials of drugs in the U.S. are reviewed, 
approved, and monitored by an ethics committee 
(known as an institutional review board or IRB) 

ÅPurpose is to ensure that study meets ethical 
standards and that rights and welfare of 
participants are protected 

ïInformed consent 

ÅClinical trials recruiting on ClinicalTrials.gov must 
indicate that they have IRB approval 
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Sample Uses of ClinicalTrials.gov 

ÅIdentify trials of potential interest for an 
individual or user community 

ÅTrack progress of a specific trial  
and availability of summary results  

ÅIdentify completed or ongoing trials for 
specific conditions/interventions 
ïSupplements a literature review 

ÅIdentify researchers and/or centers of 
relevance to specific conditions/interventions 
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ClinicalTrials.gov Visitors by Role (2014) 

Role 
% Respondents 

N=5,397 

Patient 27% 

Scientist/Researcher 19% 

Family or Friend of Patient 13% 

Health Care Provider (e.g., nurse, physician) 8% 

Other 8% 

Clinical Trial Staff 7% 

Clinical Research Support (e.g. regulatory affairs) 5% 

Healthy Person 4% 

Student/Educator 4% 

Medical Communications 3% 

Librarian or Information Professional 2% 

Institutional Review Board (IRB) or  
Ethics Committee Member 1% 

Source: ForeSee American Customer Satisfaction Index Survey Results: 1 Jan to 31 Dec 2014 



Methods for Finding Trials 



Methods for Finding Trials 

ÅBasic Search 

ÅAdvanced Search - allows for a focused search 
ïhttps://clinicaltrials.gov/ct2/search/advanced 

ÅSee Studies by Topic 
ïConditions/Rare Diseases, Drugs, Dietary 

Supplements, Sponsor/Collaborators, Locations 
Åhttps:// clinicaltrials.gov/ct2/search/browse 

ÅSee Studies on Map 
ïhttps://clinicaltrials.gov/ct2/search/map 
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Demonstration 
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